The role of assay validation in specification development.
Three of the main components that contribute to the establishment of specifications relate to manufacturing consistency, clinical experience, and assay performance. The validation of an analytical control system for biotechnology pharmaceutical products represents a diverse analytical challenge. This paper focusses on the key components of assay validation and how they influence specification design. In particular, issues relating to precision, accuracy, and specificity are discussed in the context of their influence and impact on specification design. Specific examples are presented that encompass assays that are used for purity and potency and their interrelationships.